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AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 353,
355, 360, 360c, 360d, 360h, 360i, 371, 372; 42
U.S.C. 216, 262, 263, 263a, 264.

CROSS REFERENCES: For U.S. Customs
Service regulations relating to viruses, se-
rums, and toxins, see 19 CFR 12.21-12.23. For
U.S. Postal Service regulations relating to
the admissibility to the United States mails
see parts 124 and 125 of the Domestic Mail
Manual, that is incorporated by reference in
39 CFR part 111.

Subpart A—Antibody to Hepatitis
B Surface Antigen

§660.1 Antibody to Hepatitis B Surface
Antigen.

(a) Proper mame and definition. The
proper name of this product shall be
Antibody to Hepatitis B Surface Anti-
gen. The product is defined as a prepa-
ration of serum containing antibody to
hepatitis B surface antigen.

(b) Source. The source of this product
shall be plasma or blood, obtained
aseptically from animals immunized
with hepatitis B surface antigen, which
have met the applicable requirements
of §600.11 of this chapter, or from
human donor whose blood is positive
for hepatitis B surface antigen.

[40 FR 29711, July 15, 1975]

§660.2 General requirements.

(a) Processing. The processing method
shall be one that has been shown to
consistently yield a specific and potent
final product free of properties which
would adversely affect the test results
when the product is tested by the
methods recommended by the manu-
facturer in the package enclosure.

§660.2

(b) Ancillary reagents and materials.
All ancillary reagents and materials
supplied in the package with the prod-
uct shall meet generally accepted
standards of purity and quality and
shall be effectively segregated and oth-
erwise manufactured in a manner (such
as heating at 60 °C. for 10 hours) that
will reduce the risk of contaminating
the product and other biological prod-
ucts. Ancillary reagents and materials
accompanying the product which are
used in the performance of the test as
described by the manufacturer’s rec-
ommended test procedures shall have
been shown not to adversely affect the
product within the prescribed dating
period.

(c) Labeling. In addition to the items
required by other applicable labeling
provisions of this subchapter, the fol-
lowing shall also be included:

(1) Indication of the source of the
product immediately following the
proper name on both the final con-
tainer and package label, e.g., human,
guinea pig.

(2) Name of the test method(s) rec-
ommended for the product on the pack-
age label and on the final container
label when capable of bearing a full
label (see §610.60(a) of this chapter).

(3) A warning on the package label
and on the final container label if capa-
ble of bearing a full label (see §610.60(a)
of this chapter) indicating that the
product and antigen if supplied, shall
be handled as if capable of transmit-
ting hepatitis.

(4) If the product is dried, the final
container label shall indicate ‘‘Recon-
stitution date: > and a
statement indicating the period within
which the product may be used after
reconstitution.

(5) The package shall include a pack-
age enclosure providing (i) adequate in-
structions for use, (ii) a description of
all recommended test methods, and
(iii) warnings as to possible hazards, in-
cluding hepatitis, in handling the prod-
uct and any ancillary reagents and ma-
terials accompanying the product.

(d) Final container. A final container
shall be sufficiently transparent to per-
mit visual inspection of the contents
for presence of particulate matter and
increased turbidity. The effectiveness
of the contents of a final container
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